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LIfOtI'OI'IIC Declaration of Conformity

Manufacturer:

Name: Shenzhen Lifotronic Technology Co., Ltd.

Address: Lifotronic Tower, No. 8, Qiuzhi East Road, Guancheng Community, Guanhu Street, Longhua,
518110 Shenzhen, PEOPLE'S REPUBLIC OF CHINA

SRN:CN-MF-000005654

European Representative:

Name: Shanghai International Holding Corp. GmbH (Europe)
Address: Eiffestrasse 80, 20537 Hamburg, Germany

Tel: +49-40-2513175 Fax: +49-40-255726

SRN: DE-AR-000000001

Basic UDI-DI: Refer to Appendix
Product Name, Reference number, Intended Purpose: Refer to Appendix
Classification: Refer to Appendix

Conformity assessment procedure: Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical
Devices, Annex IX Chapters I and III (Class C and B Devices excluding self-/near-patient-testing and
Companion Diagnostics).

We herewith declare that the above-mentioned product(s) meet the Regulation (EU) 2017/746 of THE
EUROPEAN PARLIAMENT AND OF THE COUNCIL and the transposition into national law.

All supporting documentation is retained at the premises of the manufacturer.

We, the manufacturer, are exclusively responsible for the DoC.

General Applicable Regulation:
REGULATION (EU) 2017/746 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of
5 April 2017.

Applicable Standards:

EN ISO 23640:2015 EN ISO 14971:2019 EN ISO 18113-1:2024
EN 13612:2002 EN ISO 15223-1:2021 EN ISO 18113-2:2024
EN 13641:2002 EN ISO 13485: 2016 EN ISO 17511:2020

ISO TR 204 18224 gigned by §aringeu Agpja alin
Date: 2025.12.30 09:49:22 EET

Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA

ISO 20916:2019
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Position: Director
Place: Shenzhen
Date of Issue: April 10, 2025
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Appendix I

4 No. Product Name Specification | REF No. | Basic UDI-DI Intended Purpose Classification
. ! j 690060, Thyroid stimulating hormone (Electrochemiluminescence Immunoassay) is an
Thyroid Stimulating Hormone : —— o P e Tt >
1 RN N Lo 50T, 2x50T, | 690061, 6970341680320 | immunoassay reagent for in vitro quantitative determination of thyroid stimulating | Annex VIII,
100T, 2x100T | 690062, | 5001HV hormone (TSH, thyrotropin) in human serum and plasma by fully automated | Class B, Rule 6
Immunoassay) 2 T i ey
690063 immunassay analyzer to aid diagnosis of thyroid disorders.
21 25-OH Vitamin D Total (El hemilumi I i
25.0H Vitamin D  Total 693021, : 5-OH Vitamin o.ta .( ectroc. er.nl umlnesc.enc.e mrnunoassa}y) .1s én
) e iomitine cesiinios 50T, 2x50T, | 693024, 6970341680320 | immunoassay reagent for in vitro quantitative determination of 25-OH Vitamin D in | Annex VIII,
100T, 2x100T | 693011, 5002HX human serum and plasma by fully automated immunassay analyzer to aid diagnosis | Class B, Rule 6
Immunoassay) . o >
693025 of diseases related to vitamin D deficiency.
I 689023, Interleukin-6 (Electrochemiluminescence Immunoassay) is an immunoassay
3 R e 50T, 2x50T, | 689024, | 6970341680320 | reagent for in vitro quantitative determination of Interleukin-6 (IL-6) in human | Annex VIII,
100T, 2x100T | 689017, | 5003HZ serum and plasma by fully automated immunassay analyzer to aid diagnosis of | Class B, Rule 6
Immunoassay) . : .
689018 inflammation disorders.
e 689021, Procalcitonin (Electrochemiluminescence Immunoassay) is an immunoassay
4 EE oo e 50T, 2x50T, | 689022, 6970341680320 | reagent for in vitro quantitative determination of Procalcitonin (PCT) in human | Annex VIII,
100T, 2x100T | 689013, | 5004J3 serum and plasma by fully automated immunassay analyzer to aid diagnosis of | Class B, Rule 6
Immunoassay) N . :
689014 bacterial infectious diseases.
iy Roik Bonbattiale (A NNboS 690039, Thyroid Peroxidase Antil?od)_l (Electro-chémilumines.cen-ce Immuno.assay) i§ an
5 15 I RRAIRERTE NN 50T, 2x50T, | 690041, | 6970341680320 | immunoassay reagent for in vitro quantitative determination of thyroid peroxidase | Annex VIII,
100T, 2x100T | 690040, | 5005J5 antibody (Anti-TPO) in human serum and plasma by fully automated immunassay | Class B, Rule 6
Immunoassay) . . - Sy
690042 analyzer to aid diagnosis of autoimmune thyroid diseases.
— 697039, Total Beta Human Chorionic Gonadotropin (Total B-HCG) eCLIA is an
Total Beta Human Chorionic : ) — ..
6 Gonadotropin (Total B-HCG) 50T, 2x50T, | 697040, 69703416803 | immunoassay reagent for in vitro quantitative determination of total beta human | Annex VIII,
CLIA P 100T, 2x100T | 697041, 2050067 chorionic gonadotropin (Total f-HCG) in human serum and plasma by fully | Class B, Rule 6
697042 automated immunassay analyzer to aid diagnosis of pregnancy.
Mvoelobin 691033, Myoglobin (Electrochemiluminescence Immunoassay) is an immunoassay reagent
(Eilecgtrochemiluminescence 50T, 2x50T, | 691034, 6970341680320 | for in vitro quantitative determination of myoglobin (MYO) in human serum and | Annex VIII,
100T, 2x100T | 691015, | 5007J9 plasma by fully automated immunassay analyzer to aid diagnosis of acute | Class C, Rule 3j
Immunoassay) =0 2 34
691016 myocardial infarction.
Thyroglobulin Antibody | S0T, 2x50T, | 690043, | 6970341680320 | Immunoassay for the in vitro quantitative determination of antibodies to | Annex

VIIL | 9 §




N

Class B, Rufe-6™~ 1

(Electrochemiluminescence 100T, 2x100T | 690068, | 5016JA thyroglobulin in human serum and plasma. Determination of anti-TG is used as an
Immunoassay) 690036, aid in the detection of autoimmune thyroid diseases.
690035 Intended testing population: Suspected autoimmune thyroid diseases people.
bt 695022, Immunoassay for in vitro quantitative determination of C-peptide in human serum
ot 50T, 2x50T, | 695023, | 6970341680320 | and plasma. Determination of C-peptide is used as an aid in the diagnosis and | Annex VIIL,
i oeal) 100T, 2x100T | 695011, | 5043JD treatment of patients with abnormal insulin secretion. Class B, Rule 6
695021 Intended testing population: Suspected abnormal insulin secretion people.
\ _ _ 690043, Total Triiodothyronine Kit (_Electr.ochemilum?ne.scence Im@ungassay) is an
o T(otall Trnodotl?yror-nme Kit 50T, 2x50T, | 690049, | 6970341680320 1rr.1_rnunoassay. reager.nt for in vitro quantitative determmatlon. of total ATEY VIIL,
Electrochemiluminescence 100T, 2x100T | 690050, | 5011HY trnodothyron_me (T3) 1-n human se-rum anq plasma by fully automated immunassay Class B, Rule 6
Immunoassay ) 690051 analyzer to aid evaluation of thyroid function.
Intended testing population: Suspected thyroid diseases people.
. . 690044, Total Ther).iine.Kit (Elec‘Froc.hemilumin.esc.ence Immunoassay) %s an imm.unoassay
N Ciomiessenes |22 /250 | o005 Foomiasteagsan- ot o R ennsay s o 2 syt of |22 — V1L
100T, 2x100T | 690046, | 5010HW i . Class B, Rule 6
Immunoassay ) 690047 thyroid function.
Intended testing population:Suspected thyroid diseases people.
; — . 690064 Thyroxine-binding Globu.lin . (Electroche@iluminesc.enc.e Immunoass.ay) .is .an
1| (Blcodhemiusne | 7T 225UL 600065, Keomsaiestsno | gl S s b Al atomaidt. ey | 2 VI
100T, 2x100T | 690066, | 5015J8 = ; . . Class B, Rule 6
Immunoassay) 690067 analyzer to assisting diagnosis of thyroid diseases.
Intended testing population: Suspected thyroid diseases people.
690056, Free Triiodothyronine Kit (Electrochemiluminescence Immunoassay) is an
Free Triiodoth.yron.ine Kit 50T, 2x50T, 690057, 6970341680320 immun.oassay reagent for in vitro quantitative determina.tion of free triiodothyronir.le Annex VIIL,
13 ( Electrochemiluminescence 100T. 2x100T 690058, 501374 (FT3) in human serum and plasma by fully automated immunassay analyzer to aid Class B. Rule 6
Immunoassay ) : 690059 diagnosis of thyroid disorders and identify patients with T3 thyrotoxicosis. ’
Intended testing population: Suspected thyroid diseases people.
Free Thyroxine Kit (Electrochemiluminescence Immunoassay) is an immunoassay
Free Thyroxine Kit 0o reagent for in vitro quantitative determination of free thyroxine (FT4) in human
14 (Electrochemiluminescence AL WO NLNSE90053, | 6970341880320 serum and plasma by fully automated immunassay analyzer to aid evaluation of Aliney L
100T, 2x100T | 690054, | 5012J2 : = Class B, Rule 6
Immunoassay) 690055 thyroid function.
Intended testing population:Suspected thyroid diseases people
Thyroglobulin 690033, Thyroglobuli.n (llilectroche.mil.uminescen?e .Imrnunoassay) is .an imnllunoassay
s (Bl ocherbiubinsscinbe 50T, 2x50T, | 690034, | 6970341680320 | reagent for in vitro quantitative determination of thyroglobulin (Tg) in human | Annex VIIL4 {
PLLLIINAN 100T, 2x100T | 690030, | 5014J6 serum and plasma by fully automated immunassay analyzer to aid in monitoring | Class B, Rule 6 |~
690029 after thyroid ablation. DR




Intended testing population: Suspected thyroid-related diseases people.

Estradiol 697031, Estra.diol (Elec?roc.hemilumin.esce.nce Immunoassay? is an imr.nunoassay reagent for
(Filonsiia st 50T, 2x50T, | 697032, | 6970341680320 | in vitro quantitative determination of 17p-estradiol (E2) in human serum and | Annex
Wbl ass6 100T, 2x100T | 697033, | 5058JS plasma, which is clinically used for auxiliary diagnosis of ovarian diseases. Class B, Rule 6
) 697034 Intended testing population: Suspected ovarian diseases people.
: Follicle-stimulating Hormone (Electrochemiluminescence Immunoassay) is an
i:r:} FONicI st lebing [Hofdiéne 697019, immunoassay reagent for in vitro quantitative determination of follicle-stimulating
W 17 el A L 50T, 2x50T, | 697020, | 6970341680320 | hormone (FSH) in human serum and plasma by fully automated immunassay | Annex VIII,
o 8/ 100T, 2x100T | 697025, | 5055JL analyzer to evaluate pituitary endocrine function. Class B, Rule 6
A 697026 Intended testing population: Suspected abnormal pituitary endocrine function
~ f people.
P Luteinizing Hormone (Electrochemiluminescence Immunoassay) is an
:‘4 i it o Hormone 697015, immunoassay reagent for in vitro quantitative determination of luteinizing hormone
22 s ML E e 50T, 2x50T, | 697016, | 6970341680320 | (LH) in human serum and plasma by fully automated immunassay analyzer to | Annex Vi,
S I 100T, 2x100T | 697017, | 5056JN evaluate pituitary endocrine function. Class B, Rule 6
;:;:: 75 697018 Intended testing population: Suspected abnormal pituitary endocrine function
% people.
Prolactin 697027, Prolactin (Electrochemiluminescence Immunoassay) is an immunoassay reagent for
hEn e 50T, 2x50T, | 697028, | 6970341680320 | in vitro quantitative determination of Prolactin (PRL) in human serum and plasma | Annex VIIL,
) 100T, 2x100T | 697029, | 5057JQ by fully automated immunassay analyzer to evaluate the endocrine function of | Class B, Rule 6
697030 pituitary in clinic, and can not be used for the auxiliary diagnosis of hypophysoma.
RN 697035, Immunoassay for in vitro quantitative determination of testosterone in human
iR R o 50T, 2x50T, | 697036, | 6970341680320 | serum and plasma. Clinically used for the auxiliary diagnosis of diseases with | Annex VIIL,
I 100T, 2x100T | 697037, | 5031J6 abnormal level of testosterone. Class B, Rule 6
o 697038 Intended testing population: People with suspected abnormal testosterone levels.
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Product Name Specification REF No. Basic UDI DI | Intended Purpose Classification
The HbAlc test system is intended for in vitro quantitative determination of
- glycated hemoglobin(HbAlc) content in human whole blood by the fully | Annex VIII,
HbA ¢ Calibrator izzg éj }igﬁi 0320200201 ggzgg‘l‘éﬁ? automated HPLC analyzer to aid diagnosis of diabetes mellitus. The HbAlc | Class C, Rule
- = Calibrator is intended for calibration of glycated hemoglobin (HbAlc) assay | 1.5, Rule 3k
on the hemoglobin analyzer.
el <0 i The HbAlc test system is intended for @n vitro quantitative determination of
HbAlc Control | Level 2: 1x0.1mL 0320200301 69703416803 glycated hemoglobin(HbAlc) _coqtent in humgn whole b¥ood by the fully | Annex VIII,
Material LAL A0 55T 0320200302 20200101JD automated HPLC analyzer to ald_ d1_agn051s of d1abete§ mellitus. Class C, Rule 1.6
Level 2: 1x0.5mL The HbA.lc Control Material is intended fo.r quality control of glycated | and Rule 3k
hemoglobin (HbAlc) assay on the hemoglobin analyzer.
8;;8;8;’ The Chrorpatographic Column(HPLC_) is intended for in \_/itro quantitative
Chromatographic GH-900Plus, HS, 0320206’ 69703416801 | determination of glycated hemoglobin (HbAlc) content in human whole | Annex VIII,
Column(HPLC) H9, H100, H100Plus 032021 4’ 20201GQ blooq on the fully automated HPLC analyzer to aid diagnosis of diabetes | Class C, Rule 3
0320215’ mellitus.
The B-THALASSAEMIA & HbAlc test system is intended for in vitro
quantitative determination of HbA2 . HbF and HbAlc content in human P VIII
B-THALASSAEMIA | Level 1: 1x0.1mL 0320200601 69703416803 | whole blood by the fully automated hemoglobin analyzer to diagnosis of Class C Rulé
& HbAlc Calibrator | Level 2: 1x0.1mL 20200202JL B-THALASSAEMIA and diabetes mellitus. 1.5. Rule ’3k
The B-THALASSAEMIA & HbAlc Calibrator is intended for calibration of |
HbA2/HbF/HbAlc assay on the hemoglobin analyzer.
The B-THALASSAEMIA & HbAlc test system is intended for in vitro
Level 1: 1x0.1mL quantitative determination of HbA2, HbF and HbAlc content in human
'?&'THI%%AAIESACEOI\I/II&’; Level 2: 1x0.ImL; | 0320200701; | 69703416803 | whole blood by the fully automated hemoglobin analyzer to diagnosis of éﬁ;ﬁ" . \1{5115
Material Level 1: 1x0.5mL 0320200702 2020020117 B-THALASSAEMIA and diabetes mellitus. The B-THALASSAEMIA & 1.6, Rule i’;k

Level 2: 1x0.5mL

HbA1c Control Material is intended for quality control of HbA2/HbF/HbAlc
assay on the hemoglobin analyzer.




Product Name Specification | REF No. Basic UDI DI Intended Purpose Classification
10 Testokit, | 0320303501, oS smeny songeat for I ity aatiive delemATOR of
il Tests/k;t, 0PE0304982, 69703416803203001HF | D-dimer in human plasma and whole blood by Lateral Flow cnexl MITw Gl s
50  Tests/kit, | 0320303503, - .| Rule 3k

100 Tests/kit 0320303504 Immunoassay Analyzer to §xcludes deep vein thrombosis i
(DVT) and pulmonary embolism (PE). ;

D-dimer Assay Kits
1 (Lateral Flow
Immunoassay)
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